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Establishment and Maintenance of Records Under the Public Health Security and ’ 
Bioterrorism Preparedness and Response Act of 2002 

Dear Sir or Madam: 

The Procter andi Gamble Company welcomes the opportunity to submit comments pertaining to 
FDA’s Notice of Proposed Rule ’ ’ g fbr Establishment and Maintenance of Records for fbods 
published on May 9, 2003 (FR Vol. 68, No. 90, pp. 25 187-25240). The Procter & Gamble 
Company (‘P&G”) is an international consumer product company headquartered in Cincitmati, 
Ohio that markets consumer products in over 160 countries around the globe. In the United 
States, P&G praducts under FDAjllrisdiction inch& those regulated as human and animal foods, 
dietary supplements, Rx and OTC drugs, cosmetics, and medical devices. P&G fbod products 
inclnde Folgers c&be, Surrey Delight citrus beverages, Iams pet tiods, and Priugles potato 
crisps. 

On June 12, 2002, the President signed the Public Health Security and Bioterrorism Preparedness 
and Response Act of 2002 into law. Section 306 of the Act requires domestic &cilities and 
certain foreign facilities engaged in manu&cturing, processing, packing or holding fbod fix 
consumption in the U.S. to establish and maintain records fbr FDA access in the event the Agency 
has reason to believe a fbod is adulterated or may present a threat of serious adverse health 
consequences. P&G supports the goal of enhancing the secmity of the U.S. fbod supply and 
believes reasoned final regulations from FDA are essential tir implementing the Act in an orderly 
manner that enhances fbod safbty and fbod security while minhizhg disruption to the U.S. fbod 
supply and to the parallel systems in place fbr nonfbod consumer product import, mamrbcturing 
and distribution. P&G submitted comments on this important topic during FDA’s initial open 
comment period. in August, 2002 prior to dra&g of this proposed regulation and we appreciate 
this opportunity to comment once more. 



our specific comments are as fbllows: 

1. The Proposed Timeframe for Making Records Available to J?DA should be “As Soon as 
Possible but not to Exceed 24 Houxs”. 

FDA’s proposal ‘to mandate that records be made available within 4 hours or 8 hours from when 
requested by the Agency does not reasonably reflect the scope of the records FDA has proposed 
~be~al~le,therrumberofsystemstheserecardsare~~collected~~the 
accessibility of all these systems, the degree of compatii (or incompatii) between record 
ccdledon systems, the hitations onrecordmaintenance some systems currentIyhave, the limited 
physical access to non-electronic paper records, the time to retrieve records from archives, and 
the resources ma time necessary to upgrade existiq systems to try to achieve FDA% proposed 
objective. The key elements of the proposal-the number of records required, requirbg them all 
tobeavailablewithin4to8hours, ~“‘gthemfbr2years,inarulethattakese%ctin6 
months-are simply not achievable with current systems. Compliance with this rule as proposed 
would require sign&ant investment in system capacity, system retention, and system 
cxxnpatiibility, changes that could not be completed prior to when the rule takes ef&ct. An 
analysis of the key elements of the FDA proposal indicates that the requimd short duration fbr 
producing records is the most significant and burdensome component of the rule, and the burden 
escalates signifbntly as the mandated time to provide records decmses from 24 hours. Its 
negative efib3.s are compounded by the other key elements of the NPR creating a proposal that 
appears largely untenable. 

As a result, we recommend the Agency require record access to be “as quickly as possible but not 
to exceed 24 hours”, an objective that most companies shoukl be able to achieve by the time the 
recordkeeping rule does takes ef&ct. This approach more equally bakmces the need to provide 
information quickly to the Agency with the avail&&y of the infbrmation and with existing 
capabilitywithintheindustry. CompanieshavearGgn&mtinterestinactingasquicklyas 
possible to identify suspect products and to provide relevant Mbrmatbn to the Agency, even ifall 
the actual records may not be available fbr almost 24 hours. This “As quickly as possible’ 
mandate allows FDA to request specific inlbrmation be provided more rapidly, depend& on the 
nature of the Agency’s concern, while giving the companies time to compile all the required 
records. 

Many fbod manu&cturing companies already have established product recall procedures in place 
to rapidly retrieve in&ma&n about produ&s and to locate and isolate product suspected of 
being adulterated or misbrand Irqrtantly, these systems track product moved through 
several f%cilit&-from the B facility through one or more distri&ution centers to a 
wholesale or retail customer. Thesesystemscantrackincomingrawmaterialsthrough 
production and distribution and generally can provide this infbrmation within 24 to 48 hours. 
Requiring companies to provide this * c ‘- ninonly4to8hoursisnot~l~~;thetracking 
takes too long. Nor is it pra&cal to try to require these firms to produce a set of records specific 
to facilities in a one-by-one sequence every 4 hours. However, asking a firm fbr a limited amount 
of multi-&cility bfbmation as quickly as pos&le to rapidly progress several steps through the 
facility-to-fbcility sequence while knowing the actual physical records will be provided later does 
appear to be reasonable progress when one firm’s records encompass multiple &cSties in the 
chain of custody. 



Net, we believe FDA should initially encourage short timeframes to industq but to not mandate 
anytime shorter than 24 hours in regulation. We believe approach reasonably baknces providing 
timely infbrmatia~n to the Agency with requking investment on the part of the fimd it&&y. We 
recommend impkmentiq this approach, gaining expeknce withitandjointly assessingiffinther 
changes are needed to improve fbod secmity and protection of the public health. 

2. Required Records Should be Limited to those Needed to Allow FDA to Move Quickly 
and Efficiently to Protect Public Health 

Section 306 of the BioterroGm Actspecifiestheestab~andmaintenanceofrecord~to 
iden@ the bmediate previous sources and the immediate subsequent recipients of ibod in order 
to address credible threats of adverse health co-. 

The Notice of Proposed Rukmakiug proposes 16 mandatory chain of custody elements for each 
~ditemr~tand16Ilzoremandatorychainofcustodyelements~eachfiooditemshipped. 
We encourage the Agency to carefblly consider the need fbr each element being required since 
each required element raises the burden of the regulation. Specifically, is each element proposed 
really needed to allow FDA to more quickly and efficiently protect public health? Does the public 
health beneti gained outweigh the increased burden placed on the f&d supply and the fbod 
in~Webellievethisjustificationisessentialtoensurethe~~bein%bornethepublicisin 
the public’s interest and not a needless burden. For example, FDA proposes a that noz&ranqorter . . mamtam record of a responsible individual, fax number, and email address fbr 1) the fhcility 
Eshipped product to your tiility, 2) the transportation company that delivered the produc& 3) 
the transportation company that picked up product ii-am your facility, and 4) the &cility where 
productisbeing&ipped. Muchofthefilityinfkmaknrequkedhereisakeadyrequ.iredby 
FDA when tiiliies register, making it unclear why nontransporters are also being required to 
maintain a duplicative record of this infbrmation and maintain it ibr two years. Fmthermore, is 
thename,emaiZorphone~ofare~~~~personataparticular~2yearsagorealhl 
inqmlant enough to require someone at another %5lity to maintaiu it fbr 2 years? We strongly 
encourage the Agency to require only those records essential to tracking crediile threats. 

3. Records should be Maintained 6 Months Beyond the %eIl By” Date or Expimtion Date 
if Printed on the Package or for Two Years, Whichever is Shorter 

TheNPRproposesthatrecordsbemaintained~r2yearsonanyfiood~withashelf~ 
longerthan7dq5. Thisisbasedonthe~thatfbodswithshelf~~longerthan7daysarenot 
c~nsidered“perikhable”fbods. Basingthelengthoftimeikma&kGngrecurdsfbrallfbod 
pro~sbased~sole~onwhetherafbodhasashelf~of7daysisnotappeartoutilizesoMd 
risk management principles. Many fbod products bear expiration dates or sell by dates on the 
product labels. Products bearing these labels are typically removed tirn store shelves on or 
beibre these dates and are returned to the b. RetUlTXdpXIdl&3aIXJeitherdeslroyed, 
donated ibr immediate use to fbod stores and f&d kitchens, or ifreturned beiixe the expiration 
date, they may be sold in thrift shops such as a bakery thriit shop. 

Products are labeled with expiration or “sell by” dates because their quality is affected by time. 
Some products will spoil Others products lose iieshness or a key consumer premattritie 
such as sweetness or flavor. Consumers lcnowandrecognizethisandasaresult,purchasethese 
prodncts with the intention of using them betire they reach their expiry date. While there will 



ahvaysbea&wc4msumem who use the product tier the expiry date, the vast majority ofproduct 
will be cxmsmml betire the expiry date is reached. Thereibre, if a threat or concern is going to 
be iden- with a ‘%qxr&able product”, it is going to be identified by the time a product 
reaches its expiry date or very shortly thereafter. The threat is very highly unlikely to be emerge 
15 months after the expiration date. 

Asaresult,theteislittleriskmrolaPement~rationalefbrrequiringa‘nonperishable”product 
witha3-monthc~~ndatetomaintainrecords~rtwoyears. Iftbereisanissuewiththat 
product, the issue will surhx within 3-4 months of production. We recommend the Agency 
revise the regulation to better reflect this. 

Our recommend&ion is to require records fbr any noqxishable fixd to be maintained 6 months 
beyond the “expiration” or “sell by” date or 2 years, whichever is shorter. This approach could be 
applied to ‘-tile” 5xds if desired, elim&ting the need to d&t&u&h between per&able and 
nonperishable fbods in the regulation. Six months a&r product expiry date appears more than 
adequate fbr investigations of potential product threats. since expanding system capabty to 
accommodate much kmger record retention is a major cost associated with implementing this 
proposed rule, we believe the Agency shoukl just@ the value f& bnger record retention periods 
~ttheincre;asedburdenbeingplacedonthe~orsubstantiallydecreasetheIlumberof 
records that must be retained fbr longer duration. 

4. Emergency Contact Information may be More Useful than an Emergency Contact Name 

The detaikd fhcility emergency contact inibrmation proposed as mandatory may actual@ slow 
infbrmation flow to the Clity Corn FDA. Many sites have 24-hour emergency numbers where 
SomeoneisalwaysoncalL InsomecasesthisIlumbermaybe~~by~,byarotation 
ofcertainiGlitystafforevenbyanansweringservice, butnotonegivenperson. The-of 
the emergency contact records that requires a person’s name, email and phone number 
encourages the naming of an of?icial whose immediate avail&&y in the case of an emergency wiIl 
depend on tbe time of day, meeting schedule, and travel schedules. We recommend allowing 
iidities greater &xii in expressing how it they can be best contacted in an 
emergency. 

5. Judgments Invohring Manufacturing Faci?ities Where Raw Materials are Stored in Bulk 
Tanks/SW Should be Based on Reasonably Available mormation and Actual Bisk. 

We commend the Agency ef%rts in recognizing the recordkeeping complexities associated with 
bulk commodity and bulk raw material storage and seeking to find a reason&e approach f& 
applying the Act in helping address some of the recordkeeping issues involved, 

IntheeventthatathreattohumrmhealthisassociatedwithabuIkrawmaterialweencouragethe 
Agencytouseariskmanagementbasedapproachiudet ermhing what actions are indicated. We 
believe the nature of the threat, the threat’s health implications, evidence that a &od product or 
4bodrawmaterialhasbeenadulterated,thehealthconquemxs of the adulteration evidence of 
adulterating agent in the fkcility, and knowledge of manu&cturing operations should all be 
considered iu a risk management equation to determine ifplant operations should be shutdown, 
tm halted, or con- if equipment needs to be inspected or sanitized; or, ifraw 



materials should lx amdyzd, treated, or mapped. These need to be handled on a case-by-case 
basis depedhg on the par&&r circumstances. 

We encourage the Agency to elucidate its general approach in assessing risks of potential and 
actual fbod adulteration. 

The Procter & Gamble company appreciates the opporhdy to comment on this proposed 
amendmentdIwouldbehappytodiscuss~yofthesecormnentsinmoredetail. Icanbe 
contacted at (513) 983-0530 or jna~.cb@~.com. 

Sincerely, 

THE PROCTER & GAMBLE COMPANY 
North American External Relations 

Christopher B. Guay L/ 
Legislative and Regulatory A&in 


